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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 04 October 2007 . 
2a)[>3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 6,7,10-13 and 32-34 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 6.7,10-13 and 32-34 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C, § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mall Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

1 . Response and amendment filed 04 October 2007 to Office Action mailed 04 May 2007 are 
acknowledged and entered. 

Withdrawals of Rejection based on Applicant's Amendments 

2. In view of cancellation of Claims 8-9 in the amendment filed 04 October, 2007, the rejection of 
said claims is withdrawn hereby. Accordingly, any arguments regarding Claims 8-9 are rendered moot. 

Claims Status 

3. Claims 1-5, 8-9 and 14-31 have been cancelled. 

4. Claims 32-34 have been added. 

5. Claims 6-7 and 13 have been amended. 

6. Claims 6-7, 10-13 and newly presented claims 32-34 are examined on merits. 

Claim Objection 

7. The amendment filed 04 October 2007 is objected to under 35 U.S.C. § 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. §132(a) states that no amendment shall introduce 
new matter into the disclosure of the invention. The added material which is not supported by the original 
disclosure is as follows: 

♦ Claim 32 at Line 2 has the limitation, "comprises damaging a cell membrane of the bacteria 
with the surface active agent". However, the specification as presently described does not 
have ample support for said claim limitation (See Specification, e.g., Page 13, Line 16 and 
Page 15, Lines 10-25). Also note that specification, as currently presented shows preparation 
of two different parts from the same sample (e.g., Page 14, Line 30 to Page 15, Line 8; Page 
23, Lines 5-13), but Claim 32 depending from Claim 6 indicates a second assay sample (See 
Claim 32 Line 1 bridging Line 2). 

Applicants are required to cancel the new matter in reply to this Office Action. 
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Claim Rejections - 35 U.S.C. §112 
35 U.S.C. §11, First Paragraph Rejection 

8. The following is a quotation of the first paragraph of 35 U.S.C. §112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

9. Claim 32 rejected under 35 U.S.C. § 1 1 2, first paragraph, as failing to comply with the written 
description requirement. The claim contains subject matter which was not described in the specification 
in such a way as to reasonably convey to one skilled in the relevant art that the inventors, at the time the 
application was filed, had possession of the claimed invention. As noted above, Claim 32 at Line 2 has 
the limitation, "comprises damaging a cell membrane of the bacteria with the surface active agent". 
However, the specification as presently described does not have ample support for said claim limitation 
(See Specification, e.g., Page 13, Line 16 and Page 15, Lines 10-25). 

35 U.S.C §112, Second Paragraph Rejection 

10. The following is a quotation of the second paragraph of 35 U.S.C. § 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming 
the subject matter, which the applicant regards as his invention. 

1 1 . Claim 34 is rejected under 35 U.S.C. § 1 12, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as the invention. 

• Phrases, "stained more strongly than live bacteria" and "in the preparing of the first sample" 
render Claim 34 incomprehensible, unclear and vague. According to art-accepted 
terminology, in a stained preparation, organisms appear "deeply or brightly stained" and 
"slightly or faintly stained (See, e.g., Roth et al., Column 36, Line 55 to Column 57, Line 3). 
Furthermore, clarification is required to ascertain that how one would know during the 
staining process if the organisms are "strongly" stained, because quality of stained 
preparation can not be assessed until the stained preparation is viewed with a viewing 
apparatus (e.g., a microscope or a flow cytometer equipped with a fluorescence detector). 
Appropriate correction is required 
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Claim Rejections - 35 USC § 102/103 

12. The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form the basis 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United States. 

13. The following is a quotation of 35 U.S.C. § 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are such 
that the subject matter as a whole would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in 
which the invention was made. 

14. This application currently names joint inventors. In considering patentability of the claims under 
35 U.S.C. § 103(a), the examiner presumes that the subject matter of the various claims was commonly 
owned at the time any inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 C.F.R. § 1 .56 to point out the inventor and invention dates 
of each claim that was not commonly owned at the time a later invention was made in order for the 
examiner to consider the applicability of 35 U.S.C. § 705(c) and potential 35 U.S.C. § 102(f) or (g) prior 
art under 35 U.S.C. § 103(a). 

15. Claims 6-7, 10-13 and newly presented Claims 32-34 are rejected under 35 U.S.C. § 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. § 103(a) as obvious over Roth et al (U.S. Patent 
5,545,535) with evidence provided by Mansour (U.S. Patent 4,665,024). 

In response to above cited rejection to Claims 6-7 and 10-13, in the response filed 04 October 
2007, the argument has been presented that in view of the amendment to claims the rejection of Claims 6- 
7, 10-13 under 35 U.S.C. § 102(b) as anticipated by or, in the alternative, under 35 U.S.C. § 103(a) as 
obvious over Roth et al (U.S. Patent 5,545,535) with evidence provided by Mansour (U.S. Patent 
4,665,024) is obviated. Also argued is, "Roth et al. and Mansour fail to teach or suggest each and every 
element of independent claim 6" as presently claimed, because "the claimed invention is neither 
anticipated by, nor would have been obvious in view of these references, individually or in combination". 

Roth et al., despite referring to mixture of dyes, in separate embodiments also teach as follows: 

m "The dyes of Formula II label only Gram positive bacteria and label all dead bacteria, 

whether Gram positive, or" Gram negative (See Abstract, Lines 13-15). Furthermore, if the 
population being examined is known to be of only Gram negative bacteria, Formula II dye 
on itself distinguish the dead and the viable bacteria (Column 13, Lines 10-30-32 and 10-14); 
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* Roth et al. also teach that the fluorescent dyes are well known in art to stain blood borne 
parasites against the nucleic acids of nucleated blood cells (Column 2, Lines 64-66) and that 
the samples applicable in their technique are body fluids samples (e.g., blood, urine, spinal 
fluids; Column 5, Lines 15-18). Thus, Roth et al. clearly teach methods applicable to clinical 
specimens; 

* Roth et al. additionally comment that use of surfactants and chelating agents in special 
buffers with fluorescent dyes enhances staining nucleic acids in bacteria (Column 1, Lines 
52-62); 

* The fluorescence response at a certain wavelength from the bacteria stained with fluorescent 
dye is analyzed; 

* The fluorescence is determined with any of variety of instrumentation (e.g., fluorometers, 
plate readers, microscopes, or flow cytometers, See Column 21, Lines 15-25). Thus, Roth et 
al. inherently teach detecting the fluorescence with fluorescence and scattered light; 

* Roth et al. , further teach differentiation of Gram Reaction (Column 36, Line 55 to Column 
57, Line 3) in a mixed bacterial population (e.g., Bacillus cereus and Salmonella 
typhimurium) with only Formula II dye, wherein Gram positive bacteria, (e.g., Bacillus 
cereus) fluoresce brightly and Gram negative bacteria (e.g., Salmonella typhimurium) 
fluoresce slightly) ; 

Note additionally that subject matter Claimed in Claims 32-34 is also rejected by Roth et al. with 
evidence from Mansour under same statutes and for the reasons delineated supra, and Claim 32 is further 
rejected; because Roth et al. have commented from the art-known method examples (i.e., U.S. Patent 4, 
665,024 to Mansour) that surfactants are applicable in staining compositions/method. Thus, Roth et al. 
inherently teach damaging the bacterial cell membrane because the prior art method inherently must 
function as claimed because said prior art fluorescent dye staining composition is comprised of same 
components and is being administered in the same way as instantly claimed (See e.g., In re Best, 195 
U.S.P.Q. 430, 433-CCPA 1977). 

Thus, each of the elements claimed in Claims 6-7, 10-13 and 32-34 is inherently/intrinsically or 
explicitly taught in Roth et al. with evidence provided by Mansour. 
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Furthermore, the test for obviousness is not whether the features of a secondary reference may be 
bodily incorporated into the structure of the primary reference; nor is it that the claimed invention must be 
expressly suggested in any one or all of the references. Rather the test is what the combined teachings of 
the references would have suggested to those of ordinary skill in the art at the time the invention was 
made. See In re Keller 642. F. 2d 413, 208 SUP 871 (CCPA 1981). Note that although each of the 
Examiner-cited references by themselves may not teach every component in the same order or manner as 
claimed in the claims under prosecution in the instant application, these references are not relied upon 
exclusively but in combination. Furthermore, the 35 U.S.C. §103 statute does not require that the prior art 
identically disclose or describe Applicants 5 invention but rather that no patent should be obtained if the 
subject matter as a whole would have been obvious to persons having ordinary skill in this art at the time 
the invention was made. In this case, given the teachings from Roth et al. with evidence of support from 
Mansour; the claimed invention would have been obvious to a person of ordinary skill at the time the 
claimed invention was made. 

Applicants' arguments cited supra have been fully and carefully considered, but are not 
persuasive for the reasons of record at item 9, Pages 3-4 of the Office Action mailed 04 May 2007, and 
further for the reasons explained in the preceding paragraph. 

In response to applicants' argument that there is no suggestion to combine the references, the 
examiner recognizes that obviousness can only be established by combining or modifying the teachings of 
the prior art to produce the claimed invention where there is some teaching, suggestion, or motivation to 
do so found either in the references themselves or in the knowledge generally available to one of ordinary 
skill in the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988) and In re Jones, 958 
F.2d 347, 21 U SPQ2d 1941 (Fed. Cir. 1992). In this case, the motivation is present in each of the 
references, because both are drawn to staining with fluorescent dyes and those reasons are further cited at 
item 9, Pages 3-4 of the Office Action mailed 04 May 2007 and for additional reasons as discussed supra. 
Furthermore, a rejection under 35 U.S.C. §103 (a) based upon the combination of references is not 
deficient solely because the references are combined based upon a reason or technical consideration 
which is different from that which resulted in the claimed invention (Ex parte Raychem Corp, 17 
U.S.P.Q.2d 1417). 

In response to applicants' arguments against the references individually, one cannot show non- 
obviousness by attacking references individually where the rejections are based on combinations of 
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references. See In re Keller, 642 F.2d 4 1 3, 208 U.S.P.Q. 87 1 (CCPA 1 98 1 ); In re Merck & Co., 800 
F.2d 1091, 231 U.S.P.Q. 375 (Fed. Cir. 1986). 



16. Applicant's amendment (i.e., addition of Claims 32-34) necessitated the new ground(s) of 
rejection presented in this Office action. Accordingly, THIS ACTION IS MADE FINAL. See 
M.P.E.P. § 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
C.F.R. § 1.136(a). 

1 7. For the aforementioned reasons, no claims are allowed. 

1 8. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Examiner Kailash C. Srivastava whose telephone number is (571) 272-0923. The examiner 
can normally be reached on Monday to Thursday from 7:30 A.M. to 6:00 P.M. (Eastern Standard or 
Daylight Savings Time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Dr. 
Jon Weber can be reached at (571)-272-0925 Monday through Thursday 7:30 A.M. to 6:00 P.M. The fax 
phone number for the organization where this application or proceeding is assigned is (571)-273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding may be 
obtained from the Patent Application Information Retrieval (i.e., PAIR) system. Status information for the 
published applications may be obtained from either Private PAIR or Public PAIR. Status information for 
unpublished applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (i.e., EBC) at: (866)-2 17-9 197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated information 
systent, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 





Patent Examiner 
Art Unit 1657 
(571)272-0923 



DAVID M. NAFF 



29 October 2007 
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